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DETAILED ACTION 

1 . This office action is in response to Applicant's 27 March 2008 amendment. The 
Examiner acl^nowledges the amendments to claims 1 , 7, 24, 37, 46, 49 and 47, and the 
cancellation of claims 44, 47, 51 and 55. Currently, claims 1, 3-8, 10-24, 37, 39-42, 45, 
46, 48-50, 52-54, 56 and 57 are pending. 

Claim Rejections - 35 USC §112 

2. Claims 5, 12 and 41 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Independent claims 1 , 7 and 37 recite that the 
inward facing surfaces of the legs are in flush contact with one another from the distal 
ends of the legs to the proximal ends of the legs when the measurement assembly is 
closed within the exterior conduit. Claims 5, 12 and 41 recite that the distal ends of the 
legs are coupled together as shown in the embodiment of figures 14-18. The original 
disclosure states, "when the legs are constrained by the exterior conduit 130 they lay 
substantially flush with respect to one another" (page 9, lines 16-17). However, this 
statement pertains to the embodiment of figures 1-13 when the distal ends of the legs 
are not coupled together. Regarding the embodiment of figures 14-18, the original 
disclosure states, "when the measurement assembly is retracted, the legs are relaxed 
and reside adjacent one another so that the legs may be retracted within the exterior 
conduit" (page 10, lines 23-26). However, the original disclosure does not appear to 
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support inward facing surfaces of tlie legs in the embodiment of figures 14-18 being in 
flush contact with one another from the distal ends of the legs to the proximal ends of 
the legs when the measurement assembly is closed within the exterior conduit. 
Therefore, the subject matter of claims 5, 12 and 41 does not appear to be properly 
supported by the original disclosure. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claims 1 , 3-8, 10-24, 37, 39-42, 45, 48, 52 and 56 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Jain (US 5,919,147) in viewof Colvin et al. (US 
5,010,892), Haddock et al. (US 6,712,771), Doi (US 6,033,359), and Baxter-Jones (US 
6,450,977). 

Jain teaches a body lumen measuring device for measuring a target segment of 
a lumen of a patient so as to select a suitable interventional prosthesis. The device (10) 
includes an exterior conduit (22); an interior conduit (24) slidably disposed within the 
exterior conduit and having a depth marking mechanism (42); a measurement assembly 
(26 or 54) including a plurality of legs (44 or 56, 58) coupled with each other proximal 
the distal ends thereof and coupled about the distal end of the interior conduit; and a 
handle (24, 30) operatively connected with the measurement assembly. The handle 
includes means for opening and closing the measurement assembly by actuating the 
handle along a continuum between a first closed configuration and a second open 
configuration. The inward facing surfaces along a portion of the legs are in flush contact 
with one another along a portion distal of the proximal ends when the measurement 
assembly is closed within the exterior conduit (see figure 2). The legs form an acute 
angle with respect to one another as the measurement assembly is moved distally in 
relation to the first conduit (see figures 3 and 6). In an alternative embodiment, the 
distal ends of the legs are coupled together (see figures 5 and 6). The handle further 
includes the measurement indicator, wherein target lumen dimensions are calculated 
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based on the relative distance the handle travels along the continuum between the first 
and second handle locations (column 1, lines 45-47). The device is used to measure a 
target segment of a lumen of a patient so as to select a suitable interventional 
prosthesis (column 1, lines 16-20). In operation, the device is introduced into an 
appropriate anatomical orifice of a patient; delivered adjacent a target segment of a 
lumen within the patient; and the diameter of the target segment is measured within the 
patient (paragraph bridging columns 3 and 4). The device further comprises an optical 
scope to view placement of the measurement assembly (column 3, lines 57-58). 

Jain teaches all of the limitations of the claims except that the exterior conduit 
has measurement markers formed on a portion thereof, that the depth markings on the 
interior conduit are visible through the exterior conduit, measuring length of a target 
segment, measuring dimensions of a stenotic segment, that the inward facing surfaces 
of the legs are in flush contact with one another from the distal ends of the legs to the 
proximal ends of the legs when the measurement assembly is closed within the exterior 
conduit, that the lumen facing surface of each of the legs includes a plurality of 
measurement markers, and that the exterior conduit is configured to engage the 
measurement markers. 

Colvin et al. teach a body lumen measuring device that is capable of allowing a 
user to calculate the length and diameter of a suitable interventional prosthesis as well 
as the height and length of stenosis during the same exploratory procedure. The device 
(10) includes an exterior conduit (12) having measurement markers (24) formed on a 
portion thereof; an interior conduit (16) slidably disposed within the exterior conduit and 
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having a depth nnarl<ing mechanism (22) which may be visible through a portion of the 
exterior conduit (20); a measurement assembly including a plurality of legs (54a-54c) 
coupled with each other proximal the distal ends thereof and coupled about the distal 
end of the interior conduit; and a handle (14) operatively connected with the 
measurement assembly. The handle includes means for opening and closing the 
measurement assembly (18) by actuating the handle along a continuum between a first 
closed configuration and a second open configuration. An optical endoscope may be 
operatively coupled therewith, so that the measuring step may be accomplished using 
the optical endoscope. The device may be used to measure the diameter and length of 
a target segment of the lumen within the patient, including the height and length of the 
stenosis (column 3, lines 65-66). 

Applicant has not disclosed that using a measurement indicator arrangement 
having a plurality of measurement markers formed on a portion of the exterior conduit 
and a depth marking mechanism on the interior conduit that is visible through a portion 
of the exterior conduit solves any stated problem or is for any particular purpose. 
Moreover, it appears that the measurement indicator arrangement of Jain, or applicant's 
invention, would perform equally well with the plurality of measurement markers formed 
on a portion of the exterior conduit and a depth marking mechanism on the interior 
conduit that is visible through a portion of the exterior conduit, similar to the 
arrangement taught by Colvin et al. Accordingly, it would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made to have 
modified Jain to include a measurement indicator arrangement similar to that of Colvin 
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et al., because such a modification would have been considered a mere design 
consideration which fails to patentably distinguish over Jain. 

As noted above, Colvin et al. teach measuring height and length of body lumens 
including that of stenotic lumens to facilitate accurate sizing of a device to be placed in 
the lumen. Therefore, it would have been obvious to one having ordinary skill in the art 
at the time of invention to have measured the length of a target lumen and height and 
length of stenoses as taught by Colvin et al. in the method of Jain in order to obtain 
additional information about the proper size of a device to be inserted into a body 
lumen. 

Haddock et al. disclose legs (302 in figures 3A-B or 310 in figure 3C) of a 
measurement assembly, wherein inward facing surfaces of the legs are in flush contact 
with one another from the distal ends of the legs to the proximal ends of the legs when 
the measurement assembly is closed within an exterior conduit (300). The flush legs of 
Haddock et al. would be advantageous since relative movement of the legs would be 
prevented when the legs are stored within the exterior conduit. Thus, potential damage 
to the legs would be avoided before the device is used. Furthermore, one of ordinary 
skill in the art would recognize that allowing the legs to be closed in flush contact along 
their entire lengths would allow the diameter of the conduit to be reduced allowing 
access to smaller lumens in the body. It would have been obvious to one having 
ordinary skill in the art at the time of invention to have modified the legs of Jain as 
modified by Colvin et al. so that the legs are in flush contact along their entire lengths 
when the measurement assembly is closed within an exterior conduit as taught by 



Application/Control Number: 1 0/61 8,223 Page 8 

Art Unit: 3736 

Haddock et al. in order to prevent relative movement and damage to the legs before the 
legs are extended from the exterior conduit and to reduce the overall diameter of the 
conduit so that smaller body lumens can be accessed by the device. 

Do! teaches a plurality of measurement markers (8) on the lumen facing surfaces 
of legs (3) that are capable of providing information regarding the diameter of the target 
segment using an optical system (column 3, lines 48-52). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time of invention to have made 
a plurality of measurements markers on each leg of Jain as modified by Colvin et al. 
and Haddock et al. as taught by Doi in order to achieve the predictable result of 
providing appropriate markers on a measurement tool to obtain measurements within a 
patient. 

Baxter- Jones teaches a lip that extends from the distal end of an exterior conduit 
(1116) to engage detents (1 130) defined in an elongated measurement member (1 108). 
Since the exterior conduit (1116) is flexible, the exterior conduit will temporarily form a 
lip when slid over the detents. Baxter Jones teaches incorporating the detents with 
measurement markings for the purpose of locking the elongated measurement member 
(1 1 08) with the exterior conduit (1 1 1 6). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of invention to have used a lip that engages detents as taught by Baxter-Jones 
in the device of Jain as modified by Colvin et al.. Haddock et al. and Doi in order to 
achieve the predictable result of releasably locking the legs with the exterior conduit. 
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7. Claims 46, 49, 50, 53, 54 and 57 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jain as combined with Colvin et al.. Haddock et al., Doi, and Baxter- 
Jones as applied to claims 1, 3-8, 10-24, 37, 39-42, 45, 48, 52 and 56 above, and 
further in view of Baumann (US 4972584). 

Jain as combined with Colvin et al.. Haddock et al., Doi, and Baxter-Jones teach 
the devices of claims 45 and 56 and the methods of claims 48 and 52. Jain as 
combined with Colvin et al.. Haddock et al., Doi, and Baxter-Jones do not teach that the 
distal end of the exterior conduit comprises a lip protruding from the inner surface that is 
configured to engage the detents. Baumann teaches an exterior conduit (54) 
comprising inner and outer surfaces, and wherein the distal end of the exterior conduit 
comprises a lip (46 in Figure 3 or 57 in Figure 6 or 7) protruding from the inner surface 
that is configured to engage detents (49), and measuring by displacing the exterior 
conduit and measurement assembly (49a on 1 1) relative to one another such that the lip 
engages a detent (Figure 6). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to combine the lip protruding from the inner 
surface that is configured to engage the detents as taught by Baumann in the invention 
of Jain as modified by Colvin et al.. Haddock et al., Doi, and Baxter-Jones to provide for 
easily repeatable measurements among various users, without the need for estimating 
how far between two detents or measurements the device is. As combined with Jain as 
modified by Colvin et al.. Haddock et al., Doi, and Baxter-Jones, the lip would engage 
the detents defined in the legs. 
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Response to Arguments 

8. In regards to the 35 U.S.C. 112 first paragraph rejection of claims 5, 12 and 41 , 
Applicant argues that the term adjacent was used to describe legs that are flush to one 
another. However, stating that the legs are adjacent does not necessarily mean that the 
legs are in flush contact along the entire length as claimed. Applicant further argues 
that the only difference between the embodiments is that the distal ends of the legs are 
coupled together in figures 14-18. However, since different language was used in the 
original disclosure to describe the configuration of the legs in the closed configuration 
for each embodiment, one can not presume that the flush contact in the first 
embodiment is implied in the second embodiment. In regards to the comments 
regarding Figure 18, it is respectfully submitted that one would need to see a cross- 
sectional view of the second embodiment in the closed configuration to determine if the 
legs are in flush contact. 

9. In response to applicant's arguments against the references individually, one 
cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 
1986). Specifically, Baxter-Jones teaches an exterior conduit that engages detents that 
coincide with measurement markings for the purpose of measuring the body. Claimed 
elements not taught by Baxter-Jones are provided in the other references discussed 
above. Additionally, the measurement indicators on the lumen facing surfaces was 
combined with the legs of Jain and Colvin et al., and as combined, the legs of Jain and 
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Colvin et al. with measurement indicators (Doi) and detents (Baxter-Jones) would worl< 
with the indicator of Baxter-Jones. 

Conclusion 

1 0. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to EMILY M. LLOYD whose telephone number is 
(571)272-2951 . The examiner can normally be reached on Monday through Friday 8:30 
AM - 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Emily M Lloyd 
Examiner 
Art Unit 3736 

/EML/ 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



